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University of Californ:ia. Los Angeles · 

CONSENT TO PARTICIPATE IN RESEARCH 

A Study to De1:emrine tb.e Genetic potential to produce· 
anti-oxidants in pen;ons with ce.t, dust-mite, or bay kver allergies 

You are asked to participate in~ %'E!searcb. study conduetec! by Dr. David Diaz-Sanchez ~d Dr. 

Andrew Saxon. M.D. from the Division of Clinical Immunology rmd Allergy at the 'UniveiSity of 

California, Los Angeles. This study is sponsored by the Na.tiCJDa.l.Institu= of Heal~ (N1H). 

You have been asked to participate in this smdy be~::a.use you are a normal s-q.bje:ct or a pexson 

with allergic rhinitis (hay fever), and you will undc:rgo the· same tes~ proccdurc::.s .QO matter 
which of these. qualifying criteria you satisfy. Your participation in this study :is ' c;utllely 

voluntmy. You should read the information below, and ask questions about at.lytbing you do not 

understand. before: deciding whether or not to partici.p3l.e. · 

·.__, PlJRPOSE OF THE STUDY 
The goal of this study is to determine the mechanisms on how diesel exhaust particulate (DBP) 

affects all~es- It has been observed tbat pollution makes allergies: worse, and that na.tuml 

chemicals (antioxidants) may protect against allergic reactions. · 

PROCEDURES 
If you volunteer to participate 'in this study, the following procedures will be done: 

1) You will be screened for allergic sensitivity to cat, dust, or ragweed pollen antiieps. Tbis 

screening procedw;e will consist of a small an:a of skin on the subject•s arm be.i.n.g cleaned with 

alcohol and dried. A small amount of each alle;rgen extract will then be applied to the skin via a 

small plastic ••brush." Adjoining areas will be tested in the same manner with a sample of sterile 

water and histamine solution. Test results will be intexpreted approximately IS minutes after the 
solutions are placed. This procedure is i"dentical to routine allergy screening tests. You will have 
been instructed to avoid antihistaJ::nines for a 72 hour period prior to this test The results of this 

test will determine what you are allergic to. 

2) A cheek s~;rape will be performed by· gently scraping the inside of the mouth around the cheek 
with a sterile tongue depressor. A cheek scrape is done to obtain cells so we can extract DNA to 
rest the general ability of people to make natural defenses (~tiox:idants). The results of the DNA 
teSting Will nor be made available to you. 

POTENTIAL RISKS AND DISCOMFORTS 
Th.~ risks in the allergy sldn testing are simply those of a positive reaction, which is the 
c:;quivalemt of a mosquito bite at the site of positive testing i.e. redness and itching. These last 

gcnc:;{a}ly no more than 30 IIlinutes and dO not progress to more serious :reactions. 
The risk in cheek scraping is mjnjmal, and involves a very low chance and a small amount of 

blccd:ing. There is al:~o a small possibility of bruising and soreness of the cheek following the 

scraping procedure:. The procedures may involve risks that ~ curtently unforeseeable. 
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ANTICIPATED BENEFITS TO SUBJECTS 
You will not benefit directly from your participation. 

ANTICIPATED BENEFITS TO SOCIETY 
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The beoe:fitS to society are an increased 'tllld.d'Standi:i:tg of'h;,w ua'I:1J.ral chcmic;ais, cr antioxidantS 
may protect against allergic re~tiom. 

ALTERNATIVES TO PARTICIPATION 
The alte:mative to participation f:s not tc participate, 

PAYMENT FOR PARTICIPA:TION 
There is no pay.!Ilent for participation. However, if you a:re pcsitivc for uny type of allergic 
reaction to wha~-we are testing. you may qualify for·futme s~s in which there will be financial 
pa)ments. 

POSSIBLE COMMERCIAL PRODUCTS 
....____. All tissue and/or fluid samples are imporbmt to this research study. Yout sample will be owned 

by the University of Califcmia or by a third party desienated by the University (euc41 as anothe;r· 
university: or a private company). If a commercial product is de'veloped from this res~ 
piojec:t, the commercial product will be o~ed by the University of Califom:ia or its designee. 
You will not profit :financially from such a praduct. 

SAMPLE REMAINING AT THE END OF THE STUDY 
The procedures involved will use all of your sample~ and tl;1ere will be nOlle 
remammg. 

INFORMATION ABOUT YOUR SAMPLE 
Please indicate by checking and iiritialing the category below what type of infonnation you want 
to receive. It is your responsibility to let the investigator know if your address and/or telephone 
number changes. The co:atact information is :in this informed co::c.sent form under "'dentification 
of1nvestiga'lmS:· 

tJ General J:of~rmation about what tbis study found (or conclusions of the study) 

0 You may also choose not ta re_ceive any information.· Research is. a long anq: 
c;omplicated proc:ess. Obmining general :infonnation from a project may ~e years. Even if 
there is general information from a projec~ there may not be persOllsl info:rmaticm for every 
participant. 

FJNANCIAL OBLIGAnoN 
N dth=- :ygu nor yuu:r insurance company will be billed for your participation in_ this -research 
$tudy. 
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E"MERGENCY CARE AND COMPENSATION FOR 
IN.JURY . 
If you are injured as a di.rect result of research procedures not dcn.e primarily f'or your owu 
benefit, you will receive treatment at no cost. The University of Califamia ciQe$ not provide aay 
other fcmn of compensation for injury. · -- -

PRWACYANDCO~E~ .. 
The only people who will know that you 'are a Xl'Sea.rch subjec::t are membm'S of the re.seanh ~lUll 
and, if·approprtate, your physicians and nurses. No information about you~ or provided by you 
dmiJ1g· the research, will be disclosed to others without your written permission~ excePt: . · 

~ if neeessary to protect your rights or welfare {far exampl~ if you are mjwed and 
.need emergency care); or 

· -· if required by law. · 

AuthoriZed representatives-of tb.e National Institute of Allergy and Infectious Diseases (NIAID) 
·._.- and The Public Health Setvices (PHS) may need. to review records at individual subjects:_ .As s 

result, they may see·your name; bu.t they are hound 'by rules of eottfidentiality not to re~eal your· 
identity TO otheo;. . , 
:Bach tissue and fluid sample cantaills genetic info.a:nation about your parents and ance5tars such 
as the ill:fb:r:IJlation contained iD DNA, RNA, or protein. Your samples will be kept private and a· 
code 'Will be as~gned to tb.em, known only by the investigators. Codes will be kept locked in a 
dra.wer/cabit;!.c.t tc ~vea:rt access by unauthori2ecl personnel, 

GENETIC INFORMATION IN YOUR SAJ.V.nlLE: POSSIBLE LIMITS TO INDIVIDUAL 
CONFIDENTIALITY 
Every tissue or fluid sample contai:as genetic infOrmation. Rec:ent studies have found. nonnal and 
c::iiBease :pn><iucing genetic varia:ticns among iD.di"Yi4uals. - Such variations may permit 
ident:ific;a.tion of :in~vidual participant'i. Despite tbis possible lli%1itation evay precaution will be 
ta1:e:n to maintain your gon:5,dc:ntiality wiw and in the future. 

-....,/ We_ have teamed from past research that we will not always be able to predict futute research 
findmgs and new tecsb:r:lologie~. You should be a:Ware that unforeseeable problems may arise 
.from DeW developments. Possible problems include insurance or employment discriroination 
based .on ge;aetic infon:na:tion. 

. -.... 

Scmet:im.es genetic: iufon:Q.ation su.ggcation diffcrCII.t parentage · is. obtained during research. We 
dt;~ not plan~ report su.Ch .fi:c.dhl.gs to participants. . . · 
Within the limits imposed by technology and the law, every effort will be made to xnaintain the 
privacy of your genetie infom:aation. · 

PARTICIPATION AND WITDDRAWAL 
Your participation in this r~saroh is VOLUNTARY. If)'tiU choose not to participate, tbat will 
not affect yoirr relatiOllship ~th UCLA (or UCLA M~dical Center), cr your right to health care 
or other services to which you are otherwise entitled. If you decide to participate, you are free to 
withdraw your consent and .disecm.tinue perticipaticn at l!lll:Y time without prejudice to your future 
care at UCLA . 
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WITHDRAWAL OF PARTICIPATION BY THE JNV.ESnGATOR 
- The mvestigator may withdraw you from participating~ this research if ~tanc:cs •arise 

which wanant doing so. The investigator. Dr. David Diaz-Sanchez • . will make the decision and 
let you know if it is not possible for you to continue. The ~c:ision may be made either to protec:t 

your health and safety, or bec:ause it is part of the research plan that people who develop certain 

conditiollS may not continue to participat;e. 

· .. __ . 

NEW FINDINGS 
During the course of the study, you will be info:nnecl of any significant Dew findings ( eit;bcr ~od 

or bad)~ such as cbaDges in the risks or benefit3 resulting from participation ip the resealeh or 

new alternatives to participation$ that might cause you tc t:bange your m.irui about co.ntmuing in 
tbe study. If new information is provided to you. your eousent to cCJltfuue participating· in this 

study will be re-obtained. 

IDENTIFICATION OF INVESTIGATORS 
In the · event of a research related injury or if you experience an adverse reaetion, please 

immediately contact one of the in~estigators listed below. If you have any questions about the 

research, please feel fiee to contact Dr. David Diaz~Sanc:hez at (310)825-9376. or (818)413-4647 

24 hoUrslday, or Dr. Andrew Saxon, M.D. at (31 0)206-8050. 

RIGHTS OF RESEARCH SUBJECTS 
You may withdraw your consent at any time and discontinue. participation without penalty. You 
arc not waiving any legal · claims, rigll1l1 or remedies because ofyour participation in this reseueh 
study. If ygu bave questions regarding your rights as a research subject. you may contact the 

Office for ProtcctiOD cf R.esean:h Subjects~ 2107 Ueberroth Building, UCLA, Box 9516.94, Los 
Angeles, CA 90095-1694, (310) 825-8714. 

I SIGNAT.URE ·.OF·RESEARCB.SUBJ'ECT = J ' 
I have read (or someone has read to me) the infoxmation provided above. I have been given an 
Clpportlmi'l:y to ask questions and all of my questions have been answered to my satisfaction. I 
have been givc:n a eopy of this form, as well as a copy of the Subject's Bill of Rights. 

BY SIGNING THIS F~RM, I WILLINGLY AGREE TQ PARTICIPATE IN THE 
RES:E:ARCH IT DES~S. 

Name ofSubjeet 

Signature of Subj· 

' 
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f§JGNATURE OFlNVESnG.ATOR . • ] 
I have explained the research to the subject and answered all' ofhislhSJ" questiOZJS. I believe that 
h~she understands the infonnation described in this dccuuumt and freely comcn~ to pSl'ticipate. 

Name oflnvestiga~or 

Signature ~f Investigator 
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